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Art Unit: 1714 

Updated continuing data (US Pat. No. 6,689,823) for the application 09/541,374 
In line 5 of page 1 is needed. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1-22 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-47 of U.S. Patent No. 6,689,823. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the solid filler of said patent encompasses the instant 
nanoencapsulated solid filler since there is no structural limitation to said solid filler in 
said patent. 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 1-22 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The recited "less than about (1000 nanometers, for example)" is indefinite. It has 
to be either "less than" or "about". See Amgen, Ins. V. Chugal Pharmaceutical Co., Ltd., 
18 USPQ2d 1016 (fed. Cir. 1991). 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, If the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-8, 14 and 16-19 are rejected under 35 U.S.C. 102(b) as anticipated by 
or, in the alternative, under 35 U.S.C. 103(a) as obvious over Podszun (US 4,617,327). 

Podszun teaches the instant composition in example 4 wherein the use of coated 
(or encapsulated) silica filler having a particle size of 20 nm in methyl methacrylate and 
polymethylmethacrylate polymer bead is seen. Said composition can be a surgical 
cement and used in making a surgical material having an average matrix ligament 
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thickness of less than about 1000 nanometers inherently since said silica filler has a 
particle size of 20 nm. Podszun teaches that DE-OS 2,403,21 1 and 2,462,271 teach 
microfine silicon dioxide (microfiller) with a particle size of 5 to 700 nm at col. 1, lines 
26-32. Podszun further teaches replacing said microfiller particles with microfiller- 
containing prepolymers at col. 1, lines 39-53, and thus the "microfillers" taught at col. 2, 
lines 3-7 inherently refers to said 5 to 700 nm of DE-OS. 
Thus, the invention lacks novelty. 

Claims 1-8, 14, 16-19, 21 and 22 are rejected under 35 U.S.C. 103(a) as obvious 
over Podszun (US 4,617,327). 

The instant invention further recites a powder composition over Podszun who 
teaches a mixture of powder form of a nanoencapsulated solid filler and PMMA bead 
polymer and methacrylate monomers in example 4. 

It would have been obvious to one skilled in that at the time of invention to store 
said powder and monomers in separate packages until use since such packages would 
provide easy mixing of various ratios of said powder and monomers. 

Claims 1-8 and 15-22 are rejected under 35 U.S.C. 103(a) as obvious over 
Podszun (US 4,617,327) and Franz et al (US 5,797,873). 

The instant invention further recites radio-opaque solid filler over Podszun who 
teaches employing metal oxides at col. 2, lines 19-26. Franz et al teach said radio- 
opaque solid filler at col. 5, line 27 and col. 6, line 45 (zirconium dioxide). 
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It would have been obvious to one skilled in that at the time of invention to utilize 
said zirconium dioxide of Franz et al in Podszun since Podszun teaches employing 
metal oxides and since the use of radio-opaque solid filler in polymeric compositions for 
medical applications in order to check the repaired part of a human body such as bone 
or teeth with X-ray machine is a routine practice in the art. 

Claims 1-20 are rejected under 35 U.S.C. 103(a) as obvious over Franz et al (US 
5,797,873) in view of Mathiowitz et al (US 6,143,21 1 ) and Jiang et al (US 5,847,046). 

Franz et al teach a process for the preparation of bone cement comprising a 
polymeric powder, X-ray contrast media and filler having a particle size of below 100 ^im 
and acrylic monomers in abstract and example and at col. 4, lines 53-60 and col. 5, 
lines 20-37. Said particle size of below 100 (j,m encompasses nanometers. Radio- 
opaque solid fillers such as hydroxyl-apatite and zirconium dioxide are seen in example. 
Franz et al also teach a prepolymerized implant or bone cement at col. 6, lines 5-13. 

The instant invention further recites nanoencapsulated filler and biodegradable 
polymer matrix over Franz et al. However, the use of a biodegradable polymer matrix 
such as polylactic acid or polyglycolic acid in implants is well known as taught by Jiang 
et al, abstract and col. 3, lines 20-40. Mathiowitz et al teach nano- and micro- 
encapsulated filler at col. 5, lines 1-10 and in table 3 and its use in pharmaceutical 
applications in examples 2 and 3. Mathiowitz et al teach the advantage (such as instant 
or controlled release on a site) of using nanoencapsulated filler at col. 1, lines 1 1-23. 
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It would have been obvious to one skilled in that at the time of invention to utilize 
said nanoencapsulated filler of Mathiowitz et al in Franz et al since Franz et al teach 
employing particle size of below 100 |im encompassing nanometers and since 
Mathiowitz et al teach the advantage (such as instant or controlled release on a site) of 
using nanoencapsulated filler, and further to utilize a biodegradable polymer matrix 
taught by Jiang et al in Franz et al and Mathiowitz et al thereof since the use of a 
biodegradable polymer matrix such as polylactic acid or polyglycolic acid in implantable 
drug depots is well known as taught by Jiang et al absent showing otherwise. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tae H. Yoon whose telephone number is (571) 272- 
1 128. The examiner can normally be reached on Mon-Thu. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Vasu Jagannathan can be reached on (571 ) 272-1 119. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Tae H Yoon f 
Primary Examiner 
Art Unit 1714 



THY/August 17, 2006 



